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Application No. 

09/724,778 


Applicant(s) 
FINER ET AL. 


Examiner 

Bruck Kifle, Ph.D. 


Art Unit 

1624 




The MAILING DATE of this communication appears on the cover sheet with the correspondence ac 


Jdress - 



Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )K Responsive to communication(s) filed on 14 November 2005 . 
2a)D This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) E3 Claim(s) 18, 19.65.67.76.82 and 84 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) Q Claim(s) is/are allowed. 

6) ^1 Claim(s) 18. 19,65,67.76.82 and 84 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) Q Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121 (d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1 ) £3 Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) 

2) Q Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) £3 Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5 ) d Notice of Informal Patent Application (PTO-152) 

Paper No(s)/Mail Date 11/14/05 . 6) □ Other: . 
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Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after allowance or after an Office action under Ex 
Parte Quayle, 25 USPQ 74, 453 O.G. 213 (Comm'r Pat. 1935). Since this application is eligible 
for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) has been 
timely paid, prosecution in this application has been reopened pursuant to 37 CFR 1.114. 
Applicant's submission filed on 1 1/14/05 has been entered. 

This case has been assigned to a new examiner. 

The allowability of claims 18, 19, 65, 67, 76, 82 and 84 is withdrawn. 

Claim Rejections - 35 USC § 112 

Claims 18, 19 and 82 rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. The variable R3 is defined as a "substituted phenyl." The term 
"substituted" without saying which substituents are intended is indefinite. One skilled in the art 
cannot say which substituents are permitted and which ones are not. 

Claims 18, 19, 65, 67, 76, 82 and 84 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the enablement requirement. The claims contain subject matter which was 
not described in the specification in such a way as to enable one skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the invention. The basis 
of this rejection is the same as given in the office action mailed 06/25/04 and is incorporated 
herein fully by reference. 
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Applicants' response of 09/02/04 has been reviewed but not found persuasive. Applicants 
argue that the NCI protocols for determining the efficacy of compounds in five cell lines is 
standard practice for those skilled in the art. However, there is no correlation that cancers 
generally can be treated. 

Applicants also argue that the instant compounds have been shown to inhibit cell 
proliferation in certain human cell lines (lung, breast, colon, ovarian, leukemia, CNS, renal, 
osteosarcoma and cervical. Melanoma in mouse was also inhibited. However, Applicants leap 
from activity in these cell lines to clinical efficacy in treating cancers generally is not consistent 
with what is known in the art. 

See, for example the title of Brown (Oncology Research, Vol. 9, pages 213-215, 1997), 
"NCI's anticancer drug screening program may not be selecting for clinically active compounds" 
sums up the consensus of opinion regarding correlation of this assay to clinical results. In 1997, 
Weinstein (Science) of the NCI wrote concerning this screen, "[t]his "disease-oriented" strategy 
for drug discovery was based on the hypothesis that selective activity in vitro against cancer cell 
lines from a particular organ would predict selective activity against corresponding tumors in 
humans. That concept is being tested as agents progress through clinical trials, and the answer is 
not yet clear". As long ago as 1981, Hamburger (JNCI) wrote in the NCI's own journal, "no 
assay technique has been generally accepted for predictive testing, and there is considerable 
skepticism among both practicing oncologists and cell biologists toward such in vitro systems." 
Brown (Oncol Res.), in the first two sentences of his commentary states, "[p]rior to 1985. the 
U.S. Nalional Cancer Institute (NCI) screened potenlial anticgncer drugs in mice bearing the 
murine leukemia p388. However, because it was concluded that compounds identified in this 
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system were likely to be active primarily against leukemia as opposed to solid tumors, the screen 
was changed". Thus, Applicants arguments correlating clinical efficacy for treating cancers 
generally is not persuasive. Applicants do not assert and is is not recognized in the art that the in 
vitro assays of the specification are correlated to clinical efficacy of any disease treatment. 

Applicants also state that there is a phase II clinical trial was ongoing at the time of the 
previous response. The outcome of these trials have not been reported to the office. 

The specification does not provide enablement for the treatment of cancer generally. No 
compound has ever been found that can treat cancers generally even though massive efforts have 
been directed towards this end. Since this assertion is contrary to what is known in oncology, 
proof must be provided that this revolutionary assertion has merits. Nearly all anticancer drugs 
are effective against only a limited group of related cancers. Therefore, a compound effective 
against cancer generally would be a revolutionary exception. Applicant is asserting that he 
succeeded where others have failed. Where extensive efforts have all failed, it is reasonable for 
the Patent and Trademark Office to require proof that the claimed invention actually works for 
this specific utility. It is well established that a utility rejection is proper when scope of 
enablement is not reasonably correlated to the scope of the claims. (In re Vaeck 20 USPQ2d 
1439, 1444, In re Ferens 163 USPQ 609). 

In re Buting 163 USPQ 689 establishes that even clinical tests showing that a compound 
found to be useful in the treatment of two types of cancers was not sufficient for a much broader 
range. 

MPEP §2 164.0 1(a) states, "A conclusion of lack of enablement means that, based on the 
evidence regarding each of the above factors, the specification, at the time the application was 
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filed, would not have taught one skilled in the art how to make and/or use the full scope of the 
claimed invention without undue experimentation. In re Wright, 999 F.2d 1557,1562, 27 
USPQ2d 1510, 1513 (Fed. Cir. 1993)." That conclusion is clearly justified here and undue 
experimentation will be required to practice Applicants' invention. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brack Kifle, Ph.D. whose telephone number is 571-272-0668. 
The examiner can normally be reached Tuesdays to Fridays between 8:30 AM and 6:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mr. James Wilson can be reached on 571-272-0661. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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